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Regulatory Pathways:
NDA Process

Kim Colangelo
Associate Director for Regulatory Affairs
Office of New Drugs
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What Information IS
required for an NDA?

> Form 356h

hitp://www.fda.gov/opacom/morechoices/fdafiorms/cder.html
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\What information Is

required for an NDA?
> Form 356h

hitp://www.fda.gov/opacom/morechoices/fdaforms/cder.html

> Index

> Summary (including labeling, marketing history,
technical sections)

» Technical sections (chemistry, nonclinical
pharm/tox, human pharmacokinetics, statistical)

» Other (pediatrics, patent information, financial
disclesure, etc.)

Code of Federall Regulations: 21 CER' 314.50
http://WWW.aCCEesSS.gpe.gov/cai-bin/clrassemble.cgi?title=200421
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http://www.fda.gov/opacom/morechoices/fdaforms/cder.html

What Is an acceptable
format for an NDA?

> “Traditional” or “International” (Common
Technical Document or CTD)

> Paper or Electronic or Mixed

nttp:/wWww.fda.gov/cder/abeut/smallbiz/default.ntm
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Did you know... Prescription labeling
has a whole new: look!

> Effective June 30,
2006, all new
applications must be ———— -1
in the new format e -
o Highlights
o lable of contents
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hitp://www.fda.gov/cder/reqgulat
orv/physlLabel/default.htm
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http://www.fda.gov/cder/regulatory/physLabel/default.htm
http://www.fda.gov/cder/regulatory/physLabel/default.htm

What Is the difference between a
505(b)(1) and 505(b)(2) NDA?

> Ihe standard for approval (substantial
evidence ofi safety and effectiveness) Is
the same

> The source of data Is different

o 505(1)(1) — your data (you did the studies or
you ewn the data) or you have right of
reference (permission) to use the data

o 505(10)(2) — relies upon data you don’'t own or.
have right ofi reference to, Including published
literature

Januany 9, 2007 Unapproved Drugs Workshop



What are some examples of products
submitted as 505(10)(2) NIDAs?

> Change from a previously approved drug
In:

o DOSsage form

o Formulation

o Strength,

o Route of administration

o DOSINg regimen

o Indication

o Active Ingredient (e.qg., different sait)
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What are some examples of products
submitted as 505(10)(2) NIDAs?

> Substitution of an active ingredient in a
combination product

> A combination of two previoeusly approved
products

> Monograph deviation

Guidance for Industry, Applications Covered by Section 505(b)(2)
http://www.fda.gov/cder/guidance/2853dft.ntm
Response to Citizen Petition:

hittp://www.fda.gov/ehrms/deckets/dailys/03/0ct03/102303/02p-
0447-pdnO001-voell. pdi
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What makes a
505(b)(2) NDA “special”?

> It can rely upon “general” information (e.g.,
non-product specific published literature)

> It can rely upon our previous finding of
safety and efficacy (i.e., a previously
approved product)

Reguires a scientific “bridge” to the approved
oroduct (generally a bioavailability or
pioeguivalence study)

Reguires patent certification/statement
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What IS a patent certification
or statement?

> Reqguires that the applicant of a 505(b)(2)
application certify, to the best of their knowledge,
to each patent that claims a drug relied upon to
support approval of the (b)(2) product

o Patent information submitted to FDA Is found in the
“Orange Book”

hitp://www.fda.gov/cder/ob/default.htm

o [lypes ofi patent certifications include not submitted,
expired, will expire, etc...

21 CER 314.50(i)(1))(A)
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http://www.fda.gov/cder/ob/default.htm

What Is the review process for an NDA?

Application received by FDA
and triaged by
Regulatory Project Manager
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Some advice to the
potential NDA applicant:

> Research available guidance documents

> Do a therough literature search for infermation
regarding the active ingredient in your product

> Reguest a meeting with the review division

o Don’t know which division?
hitp://www.fda.gov/cder/cderorg/ond.htm

Contact the Supervisory Regulatory Project Manager

o Don’'t know how?
Guidance: Formall Meetings With Spensors and Applicants
fior PDUEA Preducts
Attp:/Www.fda.goev/cder/guidance/2125inl. atm
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http://www.fda.gov/cder/cderorg/ond.htm

Thank you for your
attention.
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